INTRODUCTION
The documentation and reporting system of Adverse Drug Reaction (ADR)is one of the requirements mandated for international and national accreditation of healthcare institutions. 1, 2 In addition, it is a part of the requirement from the registration agency in the Kingdom of Saudi Arabia (KSA). Regulations about the ADR reporting system have been released from various pharmaceutical societies and local and international registration agencies. 3 Till date, several investigations have focused on different perspectives of ADR such as ADR reporting system, knowledge on the ADR reporting system and perception of pharmacists/healthcare provider regarding the ADR reporting system. 4, 5 However, to the best of our knowledge, there are no studies with regard to the description of the program in the Ministry of Health (MOH) and how it was established, the requirement of resources and the analysis of marketing with Strength, Weakness, Opportunity and Threats (SWOT). Therefore, in this review, we aim to explore the national ADR system at the MOH by using the Project Management tools in the KSA.
Method of Development of the Project
The task force committee consisted of expert people from the pharmacies of the MOH hospitals to set up a national ADR system for the pharmacies of hospitals, PHCs and dental centers. The first author of this article headed the medication safety committee; he conducted regular periodical meetings. The committee unitized and drove the pharmacy ADR of the General Administration of Pharmaceutical Care (GAPC) and from non-MOH hospitals system. Moreover, by the project written by using the international business model, pharmacy guidelines, project management institution guidelines for a new project. [6] [7] [8] [9] The draft was sent to several reviewers of the RAPC. The selection was corrected and updated accordingly. Then, the second draft was submitted to the reviewers for their final comments and approval. This took around 4 months to complete the task. The GAPC at the MOH sent the final document to all the hospitals for implementation. The ADR documentation system consists of the following parts: initial phase, planning phase, execution phase, monitoring and controlling aspect.
Initial Phase

Assessment Needs
At any given time, pharmacy departments of any healthcare institution will have hundreds of medications stored for dispensing. All medications had ADRs documented through drug reference. In addition to causing an economic burden on the healthcare system, an ADR might cause serious problems to the patients which may even be fatal. The best method to prevent ADR is to report them whenever they occur. The prevention of ADR need the documentation of ADR and related information in the future. the pharmaceutical care unit. The first draft was updated during 2012-2015. 10 Several non-MOH institutions have their own system of ADR documentation, which could be either electronically or manually documented. Most private hospitals have manual ADR. Earlier there was a manual documentation system of ADR at the MOH institutions, which was then converted to an electronic form through the SurveyMonkey system.
Market Analysis
SWOT Analysis
To meet the project goals, we performed a SWOT analysis. The "strengths" of the project were accompanied by the documentation of pharmacy workload for the prevention of medication errors, the calculated cost of avoidance of medication errors and the calculated cost of correction of medication errors. The "weaknesses" in this project were accompanied by increased pharmacy workload and misuse of documentation through the evaluation of the performance of pharmacy staff. The "opportunities" examined in this review included the implementation of national and international standards of healthcare institutions, implementation of New Saudi Vision 2030 and the calculated cost of medication errors. 11 Among the "threats, " changes in the pharmacy administration and the accreditation standards were analyzed.
Planning Phase
The Scope of the Project The ADR documentation collects demographic data of the patient, severity and causality of the ADR, the person identifying the ADR, reasons of ADR, the medications involved, the analysis of ADR and the reporting of ADR to the Saudi Food and Drug Authority (SFDA).
Vision, Missions and Goals
The vision of this project is to define the best system of ADR documentation and related information and prevention of medication errors at the MOH institutions. The mission is to provide the ADR documentation and prevention system at MOH institutions so that there is a reduction in morbidity, mortality and economic burden on the healthcare system due to ADR in the KSA. Goals of this project were to facilitate ADR documentation at MOH institutions, analyze the ADR, prevent ADR complications and document the cost avoidance related to the prevention of ADR.
Description of the Project
The identified ADRs are based on the SFDA, World Health Organization (WHO and definition of the American Society of Hospital Pharmacy (ASHP). [12] [13] [14] [15] All pharmacies and healthcare centers should follow the following policies. 
Planning Cost Management
This program needs financial assistance for the education and training of the pharmacy staff, the electronic system for ADR conversion for instant Survey Monkey system and for several other factors related to the pharmacy and the engagement of ADR reporting and documentation purposes.
Execution Phase
Management Team
The management team responsible for the follow-up of the ADR reporting and documentation was the Medications Safety Committee. The Alomi Y, et al.: National Adverse Drug Reaction Reporting in KSA Central Committee is designed through GAPC at the MOH; The committee consists of representatives from each region specialized in medications safety. A Regional Committee established for each area includes representatives from each hospital and group primary care center. Each hospital or group primary care center creates a Local Medications Safety Committee. The local committee consists of medications safety pharmacists, physicians and nurses and members of quality management and risk management, as well as an invited member. All committees have a monthly meeting to discuss ADR reporting and documentation, ADR analysis and ADR prevention. 10
Education and Training
The central committee of medications safety or in the region or peripheral hospital or primary care centers should conduct the several education and training sessions for all stake holders, management team's members and healthcare staff.
Risk Management
There are six types of risks: budget, scope, personal, schedule, technical and quality risks. Most of the risks experienced might be due to budget or personal and quality risks. A budget risk is related to the unavailability of enough funds for the education and training of the project and for the conversion of the ADR manual documentation to the electronic documentation system. A project might experience personal risks that are related to a shortage of human resources with a high workload of documentation ADR system. In addition, the pharmacy staff might not have received education or training about the project. The project might be exposed to quality risks due to nonqualified pharmacists and due to poor training in the quality pharmacy tools. The project might be exposed to other technical risks such as the nonavailability of an electronic system of ADR documentation with friendly use.
Monitoring and Controlling Phase
Project Quality Management
The following Key Performance Indicators (KPIs) of ADR documentation system was established to monitor the system implementation at MOH institutions: the adherence documentation of ADR, the cost avoidance analysis of ADR, the ADR analysis with detailed information, the reporting rate of ADR and the number of reporting to SFDA. 16, 17 The Closing of the Project The ADR documentation system at MOH institutions is a critical tool to prevent drug-related problems in the KSA. The system should continue with the corporate committee and other related committees. The annual report of ADR should be done. Education and training courses for healthcare providers should be conducted regularly. Further project expanded to include the cost avoidance of prevention ADR in the future is required and the annual celebration with the project members.
